M E M O R A N D U M

TO:

Kentucky Certified Microbiology Laboratories

FROM:
Dr. Ted Pass, Manager

Certification Officer

Laboratory Certification Program

RE:

PRE-AUDIT QUESTIONNAIRE

The Pre-Certification Questionnaire and Check-List must be completed and returned  within 10-14 days prior to your laboratory’s scheduled audit. Please send the HARD copy of each document to the attention of Dr. Ted Pass, Kentucky Microbiology Laboratory Certification Program Office, Morehead State University, 150 University Blvd., Box 804, Morehead, KY 40351.

The Pre-Certification Questionnaire Packet includes:

1.
General Laboratory Information

2.
Drinking Water Methods used for Compliance Samples

3.
Laboratory Sample Load

4.
Sample Audit

5.
Storage of Materials

6.
On-Site Audit Check-List

Please fill out the Pre-Audit Questionnaire and Check-List.  In regard to the sample audit, two samples (@ 6 months apart) must be audited per method certified.  A total coliform or E. coli positive must be included as one or both of the samples, providing a TC+ or EC+ compliance sample was detected since the last on-site audit.  In addition, be sure to include documentation (photocopies) for each sample audited….COC, sample log, DOW Bacteriological form (for RT/repeat/replacement samples), QC logs for media receipt, pH, conductivity, incubator, autoclave (and bioindicator), media prep, refrigerator, 6 watt UV lamp (if applicable, UV Germicidal Unit (254 nm if applicable), monthly QC of method, bottles, cultures/ATCC strain, etc.
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With respect to the Check-List (on-site audit form), please complete all sections which pertain to your laboratory by placing a small “x” in the appropriate block. Be sure to include the SOP Code (Letter/#) and subheading as well, and page number that addresses each item (not just section) in the check-sheet (i.e., SOP #3.0, p.13 or SOP 3.1.4a, p.13).  As you complete the form, you may find items that need to be addressed in your QA Plan/SOP’s.   PLEASE DO NOT CHECK ITEMS THAT DO NOT APPLY TO YOUR LABORATORY’S METHODOLOGY.
Remember that all certified laboratories must include a lab policy statement in the QA Plan (i.e., It is the policy of the MSU Water Testing Laboratory to perform a set of PT samples for each method for which it is certified.  The PT samples are performed during the first quarter of each year).  (See SOP #7).
Your annual certification visit is scheduled for _______________.  Please contact me

at 606-783-2962 or Rita Wright at 606-783-2961 providing you have questions concerning the Pre-Certification Questionnaire or the certification visit.

Thank you for your cooperation during the audit process.  A copy of any significant changes in your SOP’s/QA Manual must be sent to my attention 10-14 days prior to your scheduled audit.

Commonwealth of Kentucky

Drinking Water Branch

DRINKING WATER MICROBIOLOGY LABORATORY CERTIFICATION

(Kentucky/USEPA Manual for the Certification of Drinking Water Laboratories, 5th Ed.)

Laboratory:  ___________________  Laboratory No.:  ____________
Street   
City:  __________   State:  _________________   Zip:  ______________

Phone Number                                             Fax Number    
Email      
Date:  ___________________________________

Person/s to contact if questions occur:

                             Name                                                Phone #                      For Section

1.  
____________________________    
___________
  

2.
____________________________                ___________
PT Study Provider:  _______________                  
Study#    

Date Performed    
Trace Metals Provider: ____________________________________________
Date Performed    
Bacteriological Suitability Provider:  _________________________

Date Performed    
        (SM 9020B)

Inhibitory Residue Test :  Name of Detergent: ______ ___________

Date Performed    
Total Coliform Method:  SM ___________________________ & HPC Method:  SM_________________
______________________________________________________________________________

TO BE COMPLETED BY CERTIFICATION OFFICER:
pH Meter __________________________ % Slope __________________  pH of media ____________________

Conductivity Meter __________________ Reagent Grade Water _____________ Conductivity Std. _____________µs/cm

Autoclave ___________________________Timer (15 min) _________, Total Cycle Time ____________, MRT _______

UV Lamp (366nm) ___________________ QC __________________µw/cm²    UV Meter _____________________

UV Lamp (254nm) ___________________ QC __________________µw/cm²    UV Meter ______________________

Indole Test/ID _________________   Bioindicator ____________  Bottle Check (volume) _____________________mLs

Blind Sample Performed by: ___________________________________________________________________

Analyst Test (Method/QC Procedure) Taken by:  __________________________________________________

QA Plan Reviewed/Signed:  ______                                      QC of Method Observed:  _____

SOP’s on File with KY Certification Program ______        Observation of Monthly Distribution Samples,

                             


                                   Verification, Confirmation Tests ______

Pre-Survey Information Form:  Microbiology

Laboratory Name:                                                           KY ID#       
Personnel

	Position
	      Name
	Time-in Present Position
	Academic 

Background          
	Prior Experience
	Training Folder 

on File
	CEU’s

	Laboratory Director


	
	
	Degree:

Institution:

H.S.
Microbiology Course:


	Title:

Company:

Years:
	
	

	Supervisor/Manager


	
	
	Degree:

Institution:

Microbiology Course:


	Title:

Company:

Years:
	
	

	Microbiologist


	
	
	Degree:

Institution:

Microbiology Course
	Title:

Company:

Years:
	
	

	Technician/Analyst


	
	
	Degree:

Institution:

Microbiology Course
	Title:

Company:

Years:
	
	

	Consultant


	
	
	
	
	
	


                                                                                               
    Date Performed *


Name of Analyst*


PE Sample

Blind

Split Sample

1.
__________________

_________
               ______

___________

2.
_______________________

_________

______

___________

3.
_______________________

_________

______

___________

4.
_______________________

_________

______

___________

5.
_______________________

_________

______

___________

*Each analyst listed above must perform one of the above tests every 6 months and isolate, verify/confirm, and/or ID isolate(s) detected

  in accordance with the Laboratory’s SOP.

DRINKING WATER MICROBIOLOGY LABORATORY CERTIFICATION

Pre-Visit Information

Laboratory ____________________________          Date: 
Laboratory Sample Load

Sample type analyzed





Number analyzed/year*

Drinking water (Public)







_______
Drinking water (Private)







_______

Wastewater









_______

Surface (raw)









_______

Other










_______

Total samples analyzed-dates   ( 01  /01  /05   ) to ( 12  /31  /05)

           _______
Comments:  ______________________________________________________________________________

*Number of samples analyzed since last audit.

Please submit the completed form to the following address 10-14 days prior to your scheduled visit:


Kentucky Microbiology Laboratory Certification Program


Morehead State University


150 University Blvd., Box 804


Morehead, KY  40351

Pre-Visit Information

Laboratory ________________________ Lab No. __________________ Date: 
Drinking Water Methods

5.0
Analytical Methodology (Please check methods for which certification if requested)


5.4
Membrane Filter (MF) (SM9222B)




__________



5.4.2.1.1
mEndo

_________



5.4.2.1.2
mColiBlue24
_________



5.4.2.1.3
MI Medium
_________



5.42.1.4 
Chromocult
_________



5.4.2.1.5
 Coliscan

_________


5.2
Multiple Tube Fermentation (MPN) (SM9221B)


__________


5.2.3
Presence Absence (P/A) (SM 9221D)



__________


5.3
Enzyme (Chromogenic/Fluorogenic) Substrate Tests


__________




(SM 9223)

5.3.2.1 Colilert

1.  P/A


_________

2.  Quanti-Tray

_________

5.3.2.2 Colisure

1.  P/A


_________

2.  Quanti-Tray

_________

5.3.2.3    E*Colite


_________

5.3.2.4    Readycult Coliforms 100
_________



5.3.2.6
 Colitag


_________




1.  P/A                                         _________




2.  MPN







Fecal Coliform Analysis




 _________

5.2.4.1
 EC Medium (SM 9221E)
_________

5.2.4.2     
A-1 Medium (SM9221E)    
_________

Escherchia coli





__________

5.3.3
EC/MUG (SM 9221F)
__________

5.4.3
NA/MUG (SM 9222G)
__________


Heterotrophic Plate Count

5.5.1 Pour Plate (SM9215B)



__________

5.5.10     
SimPlate                                                                                
 __________



Source Water Methods



5.4.2
mFC (SM9222D)




_________



5.4.3
NA/MUG (SM9222G)



_________



5.3.2.1 
Colilert  Quanti Tray



_________

                              PRE-SURVEY INFORMATION: MICROBIOLOGY

I.
General Laboratory Equipment

	            Item
	  No. of           Units                       
	Make & Model Serial Number & Date Placed in  Service 
	   Age
	Condition/Performance

	Autoclave
	
	
	
	

	Autoclave Maximum

Registering Thermometer


	
	
	
	

	Waterbath Incubator

44.5(0.2(C 
	
	
	
	

	44.5ºC±0.2 Thermometer


	
	
	
	

	Water-Jacketed  Incubator 
35(0.5(C
	
	
	
	

	35º±0.5ºC Thermometer       

                          Top

                          Middle

                         
	
	
	
	

	Balance, Pan
	
	
	
	

	Balance, Analytical
	
	
	
	

	Conductivity Meter
	
	
	
	

	Microscope, Compound


	
	
	
	

	Microscope, Stereo
	
	
	
	

	Spectrophotometer
	
	
	
	

	Hot Plate
	
	
	
	

	Hot Plate/Stirrer
	
	
	
	

	Hot Air Sterilizing Oven
	
	
	
	

	Biological Safety Cabinet
	
	
	
	

	Glassware Washer
	
	
	
	

	Automatic Pipetter
	
	
	
	

	Refrigerator (1-5ºC)
	
	
	
	

	1-5ºC Thermometer
	
	
	
	

	Colony Counter
	
	
	
	

	pH Meter
	
	
	
	

	MF Manifold
	
	
	
	

	UV Meter (Shortwave) 254nm
	
	
	
	

	UV Box


	
	
	
	

	UV Meter (Longwave) 365nm
	
	
	
	

	6 Watt UV Lamp (365nm)


	
	
	
	

	Colilert Sealer
	
	
	
	

	Reference Thermometer

Last Certified (Provider/Date)
	
	
	
	

	Reference Weights Last Certified (ASTM 1,2,3)

(Provider/Date)
	
	
	
	

	Other:
	
	
	
	


PRE-SURVEY INFORMATION: MICROBIOLOGY

II.
Laboratory Services and Space

	         ITEM
	 *
	  SATISFACTORY

     YES           NO
	       COMMENTS (Where Applicable cite system,   

          Problems experienced)                                                                                                            

	Distilled Water


	
	
	Still Manf.
	Age

	Deionized Water


	
	
	System Manf. 
                               
	Age

	Reverse Osmosis


	
	
	System Manf.


	.Age

	Vacuum


	
	
	

	Lighting


	
	
	

	Air Conditioning


	
	
	

	Biohazard Hood

(Laminar Flow)
	
	
	System Manf. 
	                                     Age

	Hood (Other)


	
	
	

	Glass-Washing

 Area
	
	
	

	Office Space

(Cite sq.ft./person)
	
	
	

	Laboratory Space

(Cite sq.ft./person)
	
	
	

	In-Laboratory Storage/Supplies (Shelves, cabinets)
	
	
	

	Bench Space

(Cite linear ft./person
	
	
	

	Storage Space

(Cite Total sq.ft.)
	
	
	

	Other
	
	
	


*Available

                                                                SAMPLE AUDIT

III.  LABORATORY:                                                          LAB ID #:       
DATE:            
                                                           ANALYST:      
Note: Please select two samples from your routine distribution log that have been processed since your last audit and complete the following sample audit   Select samples that are at least four to six months apart in analysis.  Return this form to the Certification Program Office along with your pre-visit questionnaire.  ATTACH PHOTOCOPIES DOCUMENTING INFORMATION ENUMERATED BELOW.   Attach copy of sample log (COC) and bacteriological report form for  each sample and , be sure to include copy of  QC log for pH, conductivity, balance, autoclave, and media, Incubator, bottles (trays), supply receipt log, etc. for each sample audited.
	       ITEM
	            SAMPLE #1
	         SAMPLE #2

	Sample Log #
	
	

	Sample Collection Date and Time
	
	

	Sample Process Date and Time
	
	

	Analyst Performing Analysis
	
	

	Sample Method (KY Code/SM Code)
	
	

	Lot # or Batch of Bottle Used For This Sample and Sterility Check For The Batch As Well As pH With Bromocresol Purple (for recycled sample bottles)
	
	

	 Membrane Filter Lot and Positive/Negative Control (if  applicable)
	 
	

	Lot # of Coliform Media Used  


	
	                                                           

	Date +/- Controls Were Performed for Lot of TC media
	
	

	Date & Results Of  +/- Controls  On Each Lot Of Verification Media (LTB, BGLB, E/C MUG, NA/MUG and ID) Used For This Sample


	
	

	Rinse Water (MF Method)  Batch/Lot Number

and QC Performed (if applicable)
	
	

	Sterile Water (enzyme substrate method) batch/lot

number and QC performed (if applicable)
	
	

	Colilert MPN Tray Lot/Positive/Negative Control (if applicable)
	
	

	Colilert Sealer Quality Control Check (if applicable)
	
	

	Sample Results for Total Coliform and E. coli
	    
	    

	Action of Response To Positive Sample (Attach documentation of individuals notified)
	
	

	Result of Repeat Samples 

(if applicable) (Attach COC/Sample Log/Bacti Form)
	
	


*ONE OF THE TWO SAMPLES SELECTED SHOULD BE TOTAL COLIFORM POSITIVE
* no routine distribution samples positive for 2005
Quality Control

   Organism


ATCC #


              Genus/species
                               Vendor


E. coli 

______________________________________________________________________________________
Total Coliform
______________________________________________________________________________________
Non-Coliform
______________________________________________________________________________________
 STORAGE OF MATERIALS*

	                      WHAT
	                WHERE
	             HOW LONG            

	BHI or TSB (prepared)


	       
	

	Colisure


	       
	

	Colilert/Readycult
	        
	

	Bottles of Dehydrated Media (unopened)
	        
	

	Bottles of Dehydrated Media (opened)
	
	

	Bottles of Dehydrated Media (in dessicator/opened)
	
	

	Tube Media (prepared in-house); screw-cap 
	
	

	Tube Media (commercially prepared)
	
	

	pH Buffers (opened)


	
	

	Chemical Reagents


	
	


*SM 9020B, 20th Ed., 1998.

   VENDORS OF SUPPLIES/SERVICE CONTRACTS


SUPPLIES
 
VENDOR/ADDRESS
CONTACT PERSON      TEL.#

1.____________________________________________________________________________
2.____________________________________________________________________________

3.____________________________________________________________________________
4.____________________________________________________________________________
5.____________________________________________________________________________  
6.____________________________________________________________________________

7.____________________________________________________________________________

8.____________________________________________________________________________

9.____________________________________________________________________________

10.___________________________________________________________________________

SERVICE

VENDOR/ADDRESS
CONTACT PERSON
TEL.#

BALANCE :         
AUTOCLAVE :    
REFERENCE Wts.:   
REFERENCE

THERMOMETER
pH METER


CONDUCTIVITY
METER


INCUBATOR :         

                                     QUALITY CONTROLS

	                         WHAT
	                        HOW OFTEN

	Lab Pure Water (Chlorine, Conductivity, pH, HPC)
	               

	Lab Pure Water (Metals: Cd, Cr, Cu, Ni, Pb, Zn)
	               

	Bactericidal Suitability (not required for Type 1 or Type 2 Reagent Grade Water)
	               

	Conductivity Meter Check
	

	Balance Check (ASTM Type 1,2 & 3 weights)
	

	pH Meter Calibration
	

	pH Linearity (Slope 95-105%)
	

	UV Lamp (shortwave 254nm)
	

	UV Lamp (longwave 365-366nm)
	

	Autoclave (maximum registering thermometer)
	

	Autoclave Timer (15 min time check)
	

	Autoclave Ampule/Bioindicator
	

	Incubator Temperature
	

	Refrigerator Temperature
	

	Positive & Negative Media Controls
	

	Colilert MPN Trays/Bottles
	

	Sample Bottle Sterility & Fluorescence (Colilert)
	

	Colilert Sealer (for leaks using dye)
	

	Equipment Inspection
	

	Balance Service
	

	Reference Weights
	

	Non-Reference Weights
	

	Reference NIST Thermometer
	

	Glass Non-Reference Thermometers
	

	PE Samples
	

	Review QA Plan and SOP’s
	


PRE-AUDIT 

Laboratory Name :                                                      KY ID#: 
Lab Supervisor:                                                           Analyst: 
Please have a photocopy of LAST TWO PAGES OF EACH QC LOG available for the on-site audit:

____
Conductivity Meter



____
pH Meter



____
Balance

____
Waterbath (44.5º±0.5C)



____
Incubator (35ºC)

____
Incubator (Bioindicator 55-60ºC)
____
Refrigerator/Coldroom(1-5ºC) 
____
Autoclave



____a.  Quarterly Time Check  


____ b.  Monthly Bioindicator   


____ c.  Sterilization log

____
Quarter Check of 6 Watt Lamp

____
Quarter Check of Germicidal UV Lamp

____
Monthly QC of Reagent Grade Water


____a.  HPC (<500 CFU/mL)    


____ b.  Conductivity

 


____ ​c.  Total Cl Residual

____
Sterility Check of Buffered Rinse Water

____
Sterility Check of Sterile Water (Enzyme Substrate)

____
Sample Bottles


____ a.  Volume Check (100 mL) 


_____b.  Sterility Check              


_____c.  Fluorescent Check

____
Quanti Trays


____ a.  Sterility Check
         


_____b.  Fluorescent Check

____
Volume Check of MF Funnels

____
Commercial/Lab Prepared Media


____ a.  Sterility Check                 


____ b.  pH Check                       


_____c.  QC w/Control organisms

____
Monthly QC of Method

____
pH Check of Glassware/Plasticware

____
Monthly Transfer of Stock Cultures

LABORATORY SUPPLIES RECEIPT LOG OR INVOICES OR THE LIKE TO DOCUMENT LAB RECEIPT OF THE FOLLOWING SUPPLIES WHERE APPROPRIATE:

____
Commercially Prepared Media (enzyme substrate, m-Endo, Coliscan, LTB, Simplate,                                                  
etc)

____
Dehydrated Media

____
Biochemical ID Systems/Supplies (i.e., Enterotube, API, etc.)

____
Kovacs Reagent

____
Bioindicators

____
Conductivity Standard

____
pH Buffers

____
Commercial Stock Cultures

____
Sample Bottles

____
Pipets

____
pH/Conductivity Probes

____
Petri Plates for MF/HPC Methods

____
Thermometers

____
Other

PHOTOCOPIES OF THE FOLLOWING CERTIFICATES/BENCH SHEETS MUST BE MADE AVAILABLE FOR ON-SITE AUDIT:

____
Reference Weights

 ____
Reference Thermometer

____
Incubator Thermometer
____
Refrigerator Thermometer
____
MRT (maximum registering temperature) Thermometer
____
44.5º Waterbath Thermometer
____
Annual Calibration of Thermometer
____
Annual Calibration of Balance
____
Annual Check of Autoclave
____
MF membrane
____
Trace Metals for RGW
____
Bactericidal Suitability (if applicable)
____
Inhibitory Residue Test
____
PT Results for Method(s) Certified

